ESOMEPRAZOLE MAGNESIUM- esomeprazole capsule, delayed release
HEB

HEB Esomeprazole Magnesium Delayed-Release Capsules, 20 mg Drug Facts

Active ingredient (in each capsule)
Esomeprazole 20 mg

(Each delayed-release capsule corresponds to 22 mg esomeprazole magnesium dihydrate)

Purpose

Acid reducer

Uses

treats frequent heartburn (occurs 2 or moredays a week)
not intended for immediate relief of heartburn; this drug may take 1 to 4 days for full effect

Warnings

Allergy alert: Do not use if you are allergic to esomeprazole

Do notuse if you have:

trouble or pain swallowing food, vomiting with blood, or bloody or black stools
heartburn with lightheadedness, sweating or dizziness

chest pain or shoulder pain with shortness of breath; sweating; pain spreading to arms, neck or
shoulders; or lightheadedness

frequent chest pain

These may be signs of a serious condition. See your doctor.

Ask a doctor before use if you have

had heartburn over 3 months. This may be a sign of a more serious condition.
frequent wheezing, particularly with heartburn

unexplained weight loss

nausea or vomiting

stomach pain

Ask a doctor or pharmacist before use if you are

taking a prescription drug. Acid reducers may interact with certain prescription drugs.

Stop use and ask a doctor if

your heartburn continues or worsens
you need to take this product for more than 14 days



you need to take more than 1 course of treatment every 4 months
you get diarrhea
you develop a rash or joint pain

If pregnant or breast-feeding,

ask a health professional before use.

Keep out of reach of children.
In case of overdose, get medical help or contact a Poison Control Center right away. (1-800-222-1222)

Directions

adults 18 years of age and older
this product is to be used once a day (every 24 hours), every day for 14 days
may take 1 to 4 days for full effect

14-Day Course of Treatment

swallow 1 capsule with a glass of water before eating in the morning
take every day for 14 days

do not take more than 1 capsule a day

swallow whole. Do not crush or chew capsules.

do not use for more than 14 days unless directed by your doctor

Repeated 14-Day Courses (if needed)

you may repeat a 14-day course every 4 months

do not take for more than 14 days or more often than every 4 months unless directed by a
doctor

children under 18 years of age: ask a doctor before use. Heartburn in children may sometimes be
caused by a serious condition.

Other information

read the directions and warnings before use
keep the carton. It contains important information.
* store at 20-25°C (68-77°F)

Inactive ingredients

FD&C blue no. 1, FD&C blue no. 1 aluminum lake, FD&C red no. 3, ferric oxide, gelatin, glyceryl
monostearate, hypromellose, magnesium stearate, meglumine, methacrylic acid and ethyl acrylate
copolymer dispersion, polyethylene glycol, polysorbate 80, shellac, sodium lauryl sulfate, sugar
spheres, talc, titanium dioxide, triethyl citrate

Questions or comments?
1-800-719-9260



Package/Label Principal Dis play Panel
Compare to Nexium® 24 HR Clear Minis™ active ingredient
See New Warning Information
Esomeprazole Magnesium
Delayed-Release Capsules, 20 mg

May take 1 to 4 days for full effect
Treats Frequent Heartburn

Mini Capsules

24 Hour

actual size

14 CAPSULES

One 14-day course of treatment



Tips for Managing Heartbum
W Hwoid foods or drinks thertars mons [keky o cause
hearthurn, such s rld'l.;tlcn:‘fum and fried
fods, chooolats, wiisine, and ewan sama
R T
notant big maak.

W Do ot ek ke it nightor just tgcra bedtime,
B Do not lis flat or bend ower soon afier eating.
W Raiss the head of your bed.

W Wear boosa-fitting clothing arund your stomach
W IF your are owerwaicht, boes waight.

W Fyou smecke, quitsmoking

Clinically Proven to
Treat Frequent Heartbum

1Bottle inside
Spmpare o Nexium® 24 HR
KEEF CARTON FOR COMPLETE YWARNNGS " ACTUAL SITE
BND MPORTANT INFORMETION, Drug Facts|continued) ES active lng?‘?%rut“ngm
[ e e S PR R TR e e——,—e Du‘tI‘lelEhlehiﬂrBMnm [fwmﬂ. Bt
Drug Facs e T e e, | | (CEZD), See NewWaring
wwrmmmﬂ Pwpm UW" 12
n m [Directions m auks 15yers of amdnldar
[Exh WNWBW‘WWWW Bihi m.mbem%rmdﬁ[
Eeanepraiok magnesiim dhydmts) %?1 o W naytaka 14 4 nrnmm
les lmnimuﬂmﬂmtwmm!nrumdm owee of Treaiment
aweek) Mot imanded forimmedizia ref ﬁ “1%"“11%“?“&“““?'@“
e g ey ke 1 04yl s pmoming - Wik ey dayfor 14 dys W donal
= nhmaﬂuﬂmludq Wzwillw whale, o

Il‘ml'ﬂf ot cush or chew capedles. W o notuss for mare then
HMlargy alert: Do notuse § you are alengic in ssomepramba qu'euim:irmhdbyﬂldm
Do ot use if you bave:  Wracble or pain swallowing Repeated “’"‘gﬁh:m::*d] Lt Coompa s b Namriarr® 34 MR Clasr Mials™ acth ingradlint
foad, vomiting with o, o laeely o black shocks E I pamEg
whearbum with lightheackxdness, sweating or dizziness 'smmmm“ reore fian 14 daye or mors ofisn some prazo e ==, Lt
W chesk pain or shoulder pain with shortness o braath; than avery 4 months unless dirscied by a doctor

qeaing m s, or sheuk e o mehidran uncer 1F years of age; sk a chr before e, ag nes| um Esomeprazole Magnesium
iynhﬁmm liamartmsutpiln Thess may be m:ndgﬂmmmmbamsdwa Dalyod-Rlsasa Capsulss, 20 mg
Bigne of a serious cnition. Ses your docir —u Delayed-Release Capsules, 20 mg Wﬂnmm
Rek a dosctor before use iFyou have Dther imformation W raad the diasiona and wamings B ol @
W hid hearthun over 3 monthe, This may be a sign of a mare birlore s W keaphe carkan Itcontaie important Acld Reducer Mini Capsules

?ﬁﬁ'ﬂﬂmﬁ&mﬁ fﬁmqﬂ‘ m“;’:_' l"f::: Mmtufjﬂmmam . May taka 1to 4 days for full effect 14 CM
vomitng W sknachpan prearan ucma,FﬂmﬁEmdm B.hnnmidé.uahinghlﬁrﬂ Treats Frequent Heartburn Oina 14

lek adoetor or pharmacist bafars uss if you ar rirer nasun T, -
W faking a prascrption drug. Acid raducers meay interact with rmghrma. n rgil:aud ﬁw arrylate copolymer gggsufes ﬁ,
cartan praserption dnige. wrnm , mbjatylne plycal, poyerbate B0, shelas,
Stop e and ask a doctr if ol ke [yl suffata, sugar sphares, talc, ftanium dizida, -
1 hsarttum cortnues of worsane O you nesd o triatht um e
i petfor e 14 8y e o ke s B _ 100y | Jrmsammtnts poases
morehian 1 course of reatmant every 4 monhs W you get Duestions or comments? 1-B00-719-006) . . Seiamte upbfzt.t“n:;nl:&u-wmrn

damhea  Wyou devalop a rsh ar joink pain GLUTEN FREE

H pregnant o beeast-eding, sk ahedh proksdondd || #This product s ot meutactured o istibutad by Pt
el digtribiricr of Nesiume® 24 HR Clear Minis™,

Do Hot Uee if printed foil seal undar capor band around
thecenbar of aach capsul is broken or missing.

MADE WITH PRIDE & CARE FOR H-E-B®
SAN ANTOMNIOD, TX 78204

15124-2003

l'l 2! ?H 2

CODE AREA

TU4DI 1J Cd
.

ESOMEPRAZOLE MAGNESIUM

esomeprazole capsule, delayed release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:37808-719

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
ESOMEPRAZOLE (UNI: N3PA6559FT) (ESOMEPRAZOLE - UNI:N3PAG559FT) ESOMEPRAZOLE 20 mg

Inactive Ingredients



Ingredient Name
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FERRO SOFERRIC O XIDE (UNII: XM0MB8 7F357)
GELATIN, UNSPECIFIED (UNI: 2G86 QN327L)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
HYPROMELLOSE, UNSPECIFIED (UNI: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MEGLUMINE (UNII: 6 HG8 UB2MUY)

METHACRYLIC ACID - ETHYL ACRYLATE COPOLYMER (1:1) TYPE A (UNI: NX76LV5T81J)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)

SHELLAC (UNIl: 46N107B710)

SODIUM LAURYL SULFATE (UNIL: 368GB5141J)

TALC (UNIL: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP)

TRIETHYL CITRATE (UNII: 8Z96 QXD6 UM)

Product Characteristics

Color BLUE Score

Shape CAPSULE Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:37808-719-01 1in 1 CARTON

1 14 in 1 BOTTLE; Type 0: Not a Combination Product
2 NDC:37808-719-03 3 in 1 CARTON

2 14 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDA207193

Labeler - HEB (007924756)

Revised: 8/2020

Marketing Start Date
08/06/2020

08/06/2020

Marketing Start Date
08/06/2020

Strength

no score
11mm

704

Marketing End Date

Marketing End Date

HEB
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